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DETAILED ACTION 

1 . This office action is in response to the amendment filed 04 April 2007. 

Drawings 

2. The drawings were received on 04 April 2007. These drawings are accepted. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1, 5, 6, 12-14, and 17 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Samson et al. (4,597,755). Samson et al. (hereinafter Samson) 
reference discloses the catheter substantially as claimed (see patent). 

5. Regarding claim 1 , Samson discloses a catheter shaft (12), an inflation balloon 
(37), and a catheter tip (21). The balloon has proximal and distal waist portions (the 
portions where the balloon is engaged to the tubes 36 and 21), proximal and distal cone 
portions (the angled portions of the balloon) and a main body portion (the widest portion 
of the balloon). The catheter tip has a main shaft portion (that which underlies the 
balloon) and a distal shaft portion (that which extends from the balloon, see figure 2). 
The proximal end of the tip is coupled to the distal end (14) of the catheter shaft (see 
figure 2). The catheter tip also has a recessed portion (the portion where the spring 18 
rests) that extends under the balloon, and in particular under a portion of the distal cone 
section of the balloon. 
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6. Regarding claim 5, the distal end of the tip has a radius because it is circular. 

7. Regarding claim 6, the tip further has a second recessed portion (the portion that 
surrounds both the spring and the distal end of the shaft). The second recessed portion 
is under the proximal cone section of the balloon. 

8. Regarding claims 1 2 and 1 3, the catheter further includes a spring stiffener (1 8). 

9. Regarding claim 14, the catheter includes a marker (31 , see figure 2). 

1 0. Regarding claim 1 7, the catheter further includes an outer catheter shaft (36) that 
has the proximal end of the balloon coupled thereto (see figure 2). 

Claim Rejections - 35 USC § 103 

1 1 . This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

12. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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13. Claims 2-4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Samson et al. (4,597,755) as applied to claim 1 above, and further in view of Millar 
(4,665,925). Samson reference does not disclose a marker disposed beneath the 
balloon main body portion. Attention is drawn to Millar reference, which teaches 
radiopaque markers (58) disposed under the balloon main body portion (see figure 2) to 
allow for proper placement of the balloon at an operative site. Therefore, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
place radiopaque markers under the balloon main body portion of Samson reference, as 
taught by Millar, to allow for proper placement of the balloon at an operative site. 

14. Regarding claim 4, MRI and radiopaque markers are art recognized equivalents. 

15. Claims 7-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Samson et al. (4,597,755) as applied to claim 1 above, and further in view of Ellis 
et al. (6,395,008). Samson reference does not disclose a hub portion on the catheter. 
Attention is drawn to Ellis et al. (hereinafter Ellis) reference, which teaches a hub portion. 
(74) may be formed on a catheter tip to help create a tighter connection between the 
balloon and the shaft. Therefore, it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to incorporate a hub with the tip, as taught by 
Ellis reference, to help create a tighter connection between the balloon and the shaft. 

16. Regarding claim 8, the hub portion is shown integrally formed with the tip section 
(see the dotted lines in figure 8). 

17. Regarding claim 9, Samson reference discloses a marker (31 , see figure 2). 
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18. Claims 10 and 11 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Samson et al. (4,597,755) in view of Ellis et al. (6,395,008) as applied to claim 
9 above, and further in view of Follmer et al. (5,728,065). The combination of 
Samson and Ellis references does not disclose the marker is flush with the outer 
surface of the tip. Attention is drawn to Follmer et al. (hereinafter Follmer) reference, 
which teaches a radiopaque marker (124) insert molded flush with the tip (see figure 2) 
to create a tip that has a lower profile because the marker does not project radially 
outwardly from the tip. Therefore, it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to insert mold flush the marker of Samson in 
view of Ellis with the tip, as taught by Follmer reference, to create a tip that has a lower 
profile. 

19. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Samson et al. (4,597,755) as applied to claim 1 above, and further in view of 
Follmer et al. (5,728,065). Samson reference does not disclose the catheter tip has a 
first and second region wherein the first region has greater flexibility than the second 
region. Attention is drawn to Follmer reference, which teaches a catheter tip may have 
two regions (122 and 114) with the second region (114) being less flexible than the first 
region due to the reinforcements therein (see column 7, lines 9 and 10), which creates a 
device that has a soft atraumatic tip and a stiffer proximal section that allows for 
pushability of the device with losing the flexibility in the tip. Therefore, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
make the tip of Samson reference of two regions wherein the first region is more flexible 
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than the second region, as taught by Follmer reference, to create a device that has a 
soft atraumatic tip and a stiffer proximal section that allows for pushability of the device 
with losing the flexibility in the tip. 

20. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Samson et al. (4,597,755) in view of Follmer et al. (5,728,065) and further in view of 
Chee et al. (5,906,606). Samson reference discloses a catheter shaft (12), an inflation 
balloon (37), and a catheter tip (21). The balloon has proximal and distal waist portions 
(the portions where the balloon is engaged to the tubes 36 and 21 ). The catheter tip 
has a main shaft portion (that which underlies the balloon) and a distal shaft portion 
(that which extends from the balloon, see figure 2). The proximal end of the tip is 
coupled to the distal end (14) of the catheter shaft (see figure 2). However, Samson 
reference does not disclose the catheter tip has a first and second region wherein the 
first region has greater flexibility than the second region. Attention is drawn to Follmer 
reference, which teaches a catheter tip may have two regions (122 and 114) with the 
second region (114) being less flexible than the first region due to the reinforcements 
therein (see column 7, lines 9 and 10), which creates a device that has a soft atraumatic 
tip and a stiffer proximal section that allows for pushability of the device with losing the 
flexibility in the tip. Therefore, it would have been obvious to one of ordinary skill in the 
art at the time the invention was made to make the tip of Samson reference of two 
regions wherein the first region is more flexible than the second region, as taught by 
Follmer reference, to create a device that has a soft atraumatic tip and a stiffer proximal 
section that allows for pushability of the device with losing the flexibility in the tip. 
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21 . Further regarding claim 16, the combination of Samson and Follmer references 
does not disclose the second region comprises stiffeners that are carbon fibers. 
Attention is drawn to Chee et al. (hereinafter Chee) reference, which teaches a catheter 
tip may be reinforced with carbon fibers (see column 7, lines 32-34) to create a device 
that has the rigidity desired yet is lightweight. Therefore, it would have been obvious to 
one of ordinary skill in the art at the time the invention was made to use the carbon 
fibers of Chee to replace the ribbons of Follmer as the reinforcements in the second 
region to create a device that has the rigidity desired in the second region but reduces 
the weight of the device by using the carbon fibers instead of larger ribbons. 

22. Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Samson et al. (4,597,755) as applied to claim 1 above, and further in view of 
Gambale et al. (6,447,522). Samson reference does not disclose the catheter tip is 
coupled to the catheter shaft by heat bonding. Attention is drawn to Gambale et al. 
(hereinafter Gambale) reference, which teaches two shafts may be coupled by heat 
bonding (see column 7, lines 12-18) to maintain a secure connection there between. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to couple the catheter tip to the catheter shaft using heat bonding, 
as taught by Gambale reference, to maintain a secure connection there between. 

23. Claims 19 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Samson et al. (4,597,755) as applied to claim 1 above, and further in view of 
Cathcart et al. (5,951,585). Samson reference does not disclose the catheter tip is 
coupled to the catheter shaft by radio-frequency (RF) welding or using adhesive. 
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Attention is drawn to Cathcart et al. (hereinafter Cathcart) reference, which teaches 
either RF welding or the use of adhesives to join a shaft to another tubular member (see 
column 8, lines 47-49) to maintain a secure connection there between. Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to couple the catheter tip to the catheter shaft using either RF welding or 
adhesives, as taught by Cathcart reference, to maintain a secure connection there 
between. 

24. Claims 21-24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Samson et al. (4,597,755) as applied to claim 1 above, and further in view of 
Imran et al. (5,766,203). Samson reference does not disclose the catheter is a stent 
delivery catheter. Attention is drawn to Imran et al. (hereinafter Imran) reference, which 
teaches a balloon catheter can be used to deliver a stent to provide permanent support 
to a weakened vessel. Therefore, it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to use the catheter of Samson reference as a 
stent delivery catheter, as taught by Imran reference, to deliver a stent to provide 
permanent support to a weakened vessel. 

25. Regarding claim 22, Imran et al. reference discloses a stent mounted about the 
balloon (see figure 8C). 

26. Regarding claim 23, the stent is an inflation expandable stent (see column 8, 
lines 36-41). 

27. Regarding claim 24, the stent can be self-expanding (see column 8, line 56). 
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28. Claims 25 and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Samson et al. (4,597,755) in view of Hamilton et al. (6,514,228). Samson 
reference discloses a catheter shaft (12), an inflation balloon (37), and a catheter tip 
(21 ). The balloon has proximal and distal waist portions (the portions where the balloon 
is engaged to the tubes 36 and 21 ). The catheter tip has a main shaft portion (that 
which underlies the balloon) and a distal shaft portion (that which extends from the 
balloon, see figure 2). The proximal end of the tip is coupled to the distal end (14) of the 
catheter shaft (see figure 2). However, Samson reference does not disclose the 
catheter tip is shaped like a triangle. Attention is drawn to Hamilton et al. (hereinafter 
Hamilton) reference, which teaches an inner catheter tip may have a triangular cross 
section (see figure 9C) to allow a greater amount of balloon inflation fluid to be 
dispensed into the balloon (see column 7, lines 31-37). Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to shape 
the catheter tip of Samson in a triangular shape, as taught by Hamilton reference, to 
allow a greater amount of balloon inflation fluid to be dispensed into the balloon. 

Conclusion 

29. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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30. A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

31 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ryan Severson whose telephone number is (571) 272- 
3142. The examiner can normally be reached on Monday - Friday 9:00 - 5:30. 

32. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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33. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Ryan Severson 
May 30, 2007 
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